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j3E- NDA 21-435 

ADMlNISTlUTIVE STAY OF 4CTfC% 

111 11 $,r of questions raised abour the source of rhe data the Food and Drug Administration (FD;\, 
reli ,d on ir, approwng Dr. Reddy Laboratories Ltd’s New Druz Appllcarioll hr AJIIVJZ, 
m ]xIipme m leare (NDA 31-435). FDA believes rhat it is in the public interest to stay rhe 
effccrive date of the approval of that NDA pending EDA’s recvaluarion of the basis for that 
appl-oval. Accordingly, the eI&tive date of rhe approval of luDA _ ‘l-435. is hereby stayed until 
FD.‘r hzs reevaluxed the application and determined thaw rhr drug has be.& showr! to be safe md 
effective under the conditions of use described in the labeling based on data from appropri’are 
sources. Marketing under NDA 21-435 is prohibited during the ?endtmcy r?frI?,r stny 
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